United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE | 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/599,125 


09/20/2006 


Ana Belen Bueno Melendo 


X- 16772 


4566 



25885 7590 03/17/2009 

ELI LILLY & COMPANY 
patent DIVISION 
P.O. BOX 6288 

INDIANAPOLIS, IN 46206-6288 



EXAMINER 



MCDOWELL, BRIAN E 



ART UNIT 



PAPER NUMBER 



1624 



NOTIFICATION DATE 



DELIVERY MODE 



03/17/2009 ELECTRONIC 

Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the 
following e-mail address(es): 

patents @ lilly.com 



PTOL-90A (Rev. 04/07) 





Application No. 

10/599,125 


Applicant(s) 

BUENO MELENDO ET AL 


Examiner 

BRIAN MCDOWELL 


Art Unit 

1624 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 
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DETAILED ACTION 
RESPONSE TO ELECTION/RESTRICTION 

Applicant's election with traverse of Group I and elected specie in the reply filed 
on 2/23/2009 is acknowledged. However, the election of specie requirement is 
removed. The traversal is on the ground(s) that groups I and II share a special 
technical feature. This is not found persuasive because at the time of examination, the 
instant application did not have a special feature as evidenced in the previous office 
action. Thus, the restriction requirement was proper and the inventions were shown to 
lack unity via a priori. Consequently, Applicant had elected group I for examination 
purposes, not group II (wherein = piperazin-2-yl). 

The requirement is still deemed proper and is therefore made FINAL. 

Claim 9 is withdrawn from further consideration pursuant to 37 CFR 1 .142(b), as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 

This application contains claims drawn to an invention nonelected with traverse 
in the reply filed on 2/23/2009. A complete reply to this action must include cancellation 
of nonelected claims or other appropriate action (37 CFR 1 .144) See MPEP § 821 .01 . 

An action on the merits of claims 1 and 6 is contained herein. 
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Priority 

This application receives the priority date of 4/22/2004, drawn to provisional 
application 60/564538. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1 and 6 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 2, 8, and 13 of 
copending Application No. 10/599129. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because claims 2, 8, and 13 in the 
copending application recite identical definitions and limitations for and R^and further 
provides definitions and limitations for R^ where R^ is pyrrolidin-2-yl, which provides 
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homologous subject matter with respect to the substituted pipericlin-2-yl and 
pharmaceutical compositions of formula I in the instant claims, 

The MPEP § 2144.09 states that compounds which are homologs, differing regulariyby 
the successive addition of the same chemical group, e.g., by -CH2- groups, are 
generally of sufficiently close structural similarity that there is a presumed expectation 
that such compounds possess similar properties. {See In re Wilder, 563 F.2d 457, 195 
USPQ 426 (CCPA1977)}. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 



Cumming etaL (WO 05/01 6876-document mentioned in IDS). 
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The instant claims are drawn to substituted or unsubstituted piperidin or 
tetrahydropiperdin-2-yl compounds of the formula I and simple compositions thereof 
used for the treatment of Alzheimer's disease- 



Gumming etaL teach the following compound below: 



OH >f 



wherein X = -CH-; Y = -CR^\ where R^^ = -H; Q = CR^^ where R^^ = -H; R^ = -propyl; 
and R^ = -propyl); R^ = -benzyl, optionally disubstituted with fluoro; and R^ = 
unsubstituted pyrrolidin-2-yl [see p. 39, example 1A; HCI salt - p. 17, lines 26-30; also 

in priority document US 60/493,987 - p. 33, example 
2; and pharmaceutical compositions - p. 6, lines 11- 
13]. 

This document also mentions that these 
compounds are applicable as BACE-1 inhibitors and are consequently useful in the 
treatment of disorders such as Alzheimer's disease (see abstract). 
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The instant claims may embrace the same compound above, except = 
unsubstituted piperidin-2-yL As mentioned previously in this office action (see ODP 
rejection), the two species are considered homologs. 

The MPEP § 2144.09 states that compounds which are homologs, differing regularly by 
the successive addition of the same chemical group, e.g., by 'CH2' groups, are 
generally of sufficiently close structural similarity that there is a presumed expectation 
that such compounds possess similar properties. {See In re Wilder, 563 F.2d 457, 195 
USPQ 426 (CCPA1977)}. 

In summary, applicant is taking a well-known compound that is described in the 
literature and executing a simple modification (substituting a piperidine for a pyrrolidine). 
Both compounds have the same utility, and it would be expected that based on the 
teaching by Gumming, that a compound with similar biological activity would have been 
obtained upon this simple modification. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRIAN MCDOWELL whose telephone number is 
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(571)270-5755. The examiner can normally be reached on Monday-Thursday 8:30- 
5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. James O. Wilson can be reached 571-272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
BM 

/James O. Wilson/ 

Supervisory Patent Examiner, Art Unit 1624 



